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(Chapter I of the Patent Cooperation Treaty) 
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Applicant's or agent's file reference 
30480 

FOR FURTHER ACTION 

Sec item 4 below 

International application No. 
PCT/IL2006/000015 

International Hling date (dav/momh/vear) 
04 January 2006 (04.01 .2006) 

Priority date (Jav/monift/vear) 
04 January 2005 (04.01 .2005) 

International Patent Classification (Sih edition unless older edition indicated) 
See relevant infornnation in Form PCT/ISA/237 

Applicant 

DUNE MEDICAL DEVICES LTD. 


1. This inteinational preliminary report on palcnlability (Chapter 1) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.l{z). 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter T) instead. 


3. This report contains indications relating to the following items: 

Basis of the report 
Priority 


4. 


Box No. I 
I I Box No. n 
I I Box No. m 

I I Box No. P/ 
Box No. V 


I I BoxNo.\1 
I I BoxNo.Vn 
I I BoxNo.Vni 


Non-establishmcni of opinion with regard to novelty, inventive step and industrial 
applicability 

l^k of unity of inveniion 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Cenain documents cited 

Certain defects in the international application 

Certain observations on the intemaiiona) application 


The International Bureau will communicate this report to designated Offices in accordance with Rules A4bis3{c) and 93^/.y.l but 
not, except where the applicant makes an expre.ss request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44his .2 ). 
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Applicant's or agent's file reference 

30480 


FOR FURTHER ACTION 

See paragraph 2 below 


Imemational application No. 
PCT/rL06/00015 


International filing date (day/montli/yaar) 
04 January 2006 (04.01 .2006) 


Priority date [day/monlli/year) 
04 January 2005 (04.01.2005) 


International Patent Classification (IPC) or both national classification and IPC 


IPC: 
USPC: 


A61B5/05( 2006.01) 
600/407 


Applicant 

DUNE MEDICAL DEVICES LTD. 


1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43i)tf.](a)(i) with regard to novelty, inventive step or industrial 
appHcabilityr; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on tlie international aj^lication 

2. FURTHER ACTION 

If a demand for intemationa! preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the Imemationai Bureau under Rule (^(i.\bi5(b) 
that written opinions of this Fntmational Searching Authority will not be so considered. 

If this opinion is» as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written rq>]y together, where appropriate, with amendments, before the expiration of 3 months iirom the date of mailing 
of Form PCT/IS A/220 or before the expirauon of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 



Box No. I 

□ 

Box No. 11 

□ 

Box No. Ill 

□ 

Box No. IV 


Box Na V 

□ 

Box No. VI 

□ 

Box No. VII 

□ 

Box No. VJII 


3. For further details, see notes to Form PCT/ISA/220. 
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£>ate of completion of this opinion 
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Form PCT/1SAA237 (cover sheet) (April 2005) 


WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/IL06/00015 


Box No. I Basis of this opinion 

1 . With regard to the language, this opinion has been established on the basis of: 

1X1 the international application in the language in which it was filed 

a translation of the international application into ^ which is the language of a translation furnished for the purposes of 

international search (Rules 123(a) and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this c^inion has been established on the basis of: 

a. ^e of material 

□ 

a sequence listing 

table(s) related to the sequence listing 

b. format of material 
I I on paper 

I I in electronic form 

c. time of ftling/fumishing 

I I contained in the international application as filed. 

filed together with the international application in electronic form. 
I I furnished subsequently to lliis Authority for the purposes of search. 

3. n In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 

or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the applicarion as filed, as appropriate, were furnished. 

4. Additional comments: 


Form PCT/ISAy237(Box No. 0 (April 2005) 


WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


Intematiottai application No. 
PCT/ILO6/00O15 


Box No. V Reasoned statement under Rule 43 ^/5.l(a)(i) with regard to novelty, inventive step or industrial 
applicabillt)'; citations and explanations supporting such statement 

I. Statement 


Novelty (N) Claims 5-9A M2.32>35.44>SS.63.68 YES 

Claims I -4. 1 0. 1 3-3 1 .36-43 ^9-62.69 ^NO 

Inventive step (IS) Claims NONE ^YES 

Claims ^NO 

Industrial applicability (lA) Claims 1-69 YES 

Claims NONE ^NO 


2. Citations and explanations: 
Please See Continuation Sheet 
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Intemationai application No. 
PCT/IL06/00015 


V. 2. Citations and Explanations: 

Qaims M, 10, 13-31, 36-43 and 69 lack novelty under POT Article 33(2) as being anticipated by Bambot el al. Bambot et al. disclose an 
endoscope that uses optical fibers to serve as a nonirradiative electromagnetic sensor (column 1 0, lines 27 through column 1 1 , line 14). 
They disclose that their invention can be used in various situations, such as in vivo detection of diseased tissues (i.e cancerous tissues) 
(column 3, lines 60-67). Their invention includes a processor (44), as well as a frequency synthesizer (46) and a detector (56). See 
Figure 1 . The endoscope is introduced into a natural lumen or a cavity of a padent's body, such as an oral cavity, a nostril, etc. (column 
4, lines 1-18). Their endoscope includes an optical fiber bundle (54) that serves as a communication line (column 10, lines 27-36). The 
endoscope furtho" includes a long body pordon that may be inserted into a body of the patient (i.e. intracorporeal portion) as well as a 
hande (i.e. extracorporeal portion) that can be used for positioning the endoscope (column 10, lines 37-54). They further disclose Uiat a 
device (i.e. second instrument) may be positioned on a distal end of the endoscope (column 1 0, lines 37-44). The device may be used to 
reniove tissue samples from a patient (i.e. biopsy), introduce a dose of medication lo a target tissue, or be used to deliver therapeutic 
radiation (column 10, lines 37-44). Bambot et al. fiirthcr disclose a metliod using Oieir invention for tissue characterization (column 1 1 
lines 46-60). 

Claims 5-7, 44-45, and 47-50 lack an inventive step under PCT Article 33(3) as being obvious over Bambot et al. in view of Bladen et al. 
Bambot et al. do not disclose that the nonirradiative electromagnetic sensor may be removed and replaced with another instrument. 
Further, they do not disclose that their endoscope further includes a catheter that can extend beyond a distal-most end of the endoscope 
and can be manipulated independently of the endoscope. Bladen et al. disclose an endoscope wherein a sensor can be placed inside the 
biopsy channel of an endoscope (pg.6-7. paragraphs [0102]-[0103]). They further disclose that the endoscope passes the sensor down the 
lip of the biopsy channel until it reaches the tip of the endoscope (pg. 7, paragraph [0106]). The sensor is encapsulated within a hollow 
tubular catheter which is routinely used with endoscopes (pg. 7, paragraph [01 06J). The catheter can then be withdrawn (pg. 7, 
paragraph [0106]). At flie lime of the invention, it would have been obvious to one of ordinary skill in the art to include with the 
endoscope of Bambot ct al. a removable sensor, as well as a catheter. The motivation for doing so would have been to provide 
information about the path of the endoscope and catheters are routinely used with endoscopes, as taught by Bambot et al. (pg, 6, 
paragraph [0101] and pg. 7, paragraph [0106]). 

Oaims 8-9 and 32 lack an inventive step under PCT Article 33(3) as being obvious over Bambot et al. in view of Nakaichi et al. Bambot 
el al. do not disclose that the intracorporeal portion further includes an optical channd for an optical instrument, nor dial thai the optical 

— insfrnment is confi^ireri rn fthc^fMyf. y^fi nnniTTadialive electmma^etie gemnr. NalffliVhi et al , rficr.lfy;e an enrinscops for oprirallv 
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In case the space in any of the preceding boxes is not suflicient. 

observing the body cavity of the patient (column 1 , lines 7- 1 7). They furfter disclose that an image transmitting optical fiber bundle and 
an iiluniinau'on h'ghl transmitting optical fiber bundle arc incorporated within the insertion unit of the endoscope (i.e. intiacoiporeal 
portion) (cdunrui 6, lines 44-56). At die time of the invention, it would have been obvious to one of ordinary skill in the art to have 
included an optical channel for an optical instrumentt and have the optical instrument configured to observe the nonirradiative 
electromagnetic sensor. The motivation for doing so would have been to be able illuminate the cavity and enable an image of the body 
cavity to be observed as taught by Nakaichi el at (column 1, line 65 through column 2, line 6). 

Claims 1 1-12 and 33-35 lack an inventive step under PCT Article 33(3) as being obvious over Bambot et al. in view of Nevo et al. 
Bambot et al. do not disclose that the second instnunent is selected from the group consisting of an optical sensor, an x-ray sensor, an 
ultrasound sensor, an MR sensor, etc., nor that the second instrument is configured to sense the nonirradiative electromagnetic sensor. 
Nevo et al, discloses that Uieir invention includes the use of a separate set of tracking coils for tracking purposes (i.e. clecfromagnetic 
sensor), and a separate set of imaging coils for imaging purposes (i.e. MR sensor) (pg. 6, paragraph [0076J, pg3. paragraph [0029]). At 
the time of the invention, it would have been obvious to one of ordinary skill in die art to include in the invention of Bambot et al. a 
second instrument selected from group listed above. The motivation for doing so would have been to enable the instrument to image 
selected areas within the body cavity, as taught fay Nevo el al. (pg.3, paragraph [0028]). 

Claim 46 lacks an inventive step under PCT Article 33(3) as being obvious over the prior art as applied in the immediatdy preceding 
paragraph and furtiier in view of Nevo el al. Bambot et al. in view of Bladen et al. do not disclose that the sensor for tissue 
characterization is selected from the group consisting of an optical sensor, an x-ray sensor, an MR sensor etc. Nevo et al. disclose that 
their invention includes the use of a separate set of tracking coils for tracking purposes (i.e. electromagnetic sensor), and a separate set of 
imaging coils for imaging purposes (i.e. MR sensor) (pg. 6. paragraph [0076], pg.3, paragraph [0029]). At the time of the invention, it 
would have been obvious to one of ordinary skill in the art to include in tfie invention of Bambot et al. a sensor selected from the group 
listed above. The motivation for doing so would have been to enable the instrument to image selected areas within the body cavity, as 
taught by Nevo et al. (pg.3, paragraph [0028]). 

Claims 59-62 lack novelty under PCT Article 33(2) as being anticipated by Nevo et al. Nevo et al, disclose an endoscopic examining 
apparatus that has an integrated imaging and tracking capability (pg. 3, paragraph [0026]). The tracking system uses miniature sensors 
that senses electromagnetic fields generated by an MR scanner (pg. 3, paragraphs [0024] and [0025]). The probe has a hollow 
construction in which a guidewire may be inserted for injection of contrast material, biopsy, or for oiier diagnostic or interventional 
procedures Uiat may be required (pg. 4, paragraph [0038]). They further disclose that Uieir invention includes (he use of a separate set of 
tracking coils for tracking purposes (i.e. electromagnetic sensor), and a separate set of imaging coils for imaging puq>oses (i.e. MR 
sensor) (pg. 6, paragraph [0076], pg.3, paragraph [0029]). 

Claims 51-58 and 63-68 lack an inventive step under PCT Article 33(3) as being obvious over Nevo etal. in view of Bambot el al. 
Nevo et al. do not disclose that a second instrument is inserted, mounted on a second communication line, intracorporeally, along the 
guide wire. They also do not disclose tliat tlic insuumenl can be a biopsy instrument, configured for localized surgery, or for dispensing 
medication. Bambot ct al. disclose that a separate device (i.e.instrument) may be included with the endoscope and used to remove tissue 
samples from a patient, introduce a dose of medication, or emit therapeutic radiation (column 10, lines 37-44). At the time of the 
invention, it would have been obvious to one of ordinary skill in the art to include with the endoscope a second instrument. The 
motivation for doing so would have been to be able to perform multiple ftmctions, as taught by Bambot et al. (column 10, lines 37-44). 

Claims 1 -69 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industry. 
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